
*The BONE study was not powered for non-vertebral fractures, and did not demonstrate a 

reduction of  non-vertebral fractures in the overall population. **Included some patients 

outside of European license 

 
1. Chesnut CH, et al. J Bone Miner Res 2004;19:1241–1249 

2. Cranney A, et al. Osteoporos Int 2009;20:291–297 

Η ανηικαηαγμαηική δπάζη ηηρ Ιβανδπονάηηρ 

Study type Details Main finding 

Prospective 

clinical trial: 

BONE1  

Randomised, double-blind, 

placebo-controlled, parallel 

group trial over 3 years 

Ibandronate had 62% RRR in vertebral fractures 

vs. placebo* 

Meta-analyses 

of clinical 

trials2,3 

Randomised trial data 

analysed by annual 

cumulative exposure 

Higher doses of ibandronate showed significant 

reductions in non-vertebral fractures in two meta-

analyses of clinical trials 

Observational 

study: VIBE4 

Retrospective, 

observational analysis of 

two US databases 

including 64,182 women 

adherent to medication**  

With monthly ibandronate 150mg, a statistically 

significantly lower rate of vertebral fractures and 

comparable rates of non-vertebral & hip fracture, 

vs. weekly bisphosphonates were observed  

Fracture rates after the 12-month observational 

period were <2% 

3. Harris ST, et al. Curr Med Res Opin 2008;24:237–245 

4. Harris ST, et al. Bone 2009;44:758–765 



Literature references for efficacy data on vertebral, hip 

and nonvertebral fractures 

Vertebral Hip Nonvertebral 

Bonviva  

a 

 

b 

 

b,c,d,e 

 

a. BONE trial primary endpoint new vert fx 3 yr IBN 2.5mg daily. Chestnut C, 

JBMR 2004: 19:1241 

 

b. VIBE observational study, nonvert & hip fx 1 yr same for IBN 150mg monthly as 

weekly BPs. Harris ST, BONE 2009; 44:758 

c.  BONE trial post-hoc high-risk subgroup (baseline hip T-score<-3.0) nonvert fx 3 

yr IBN 2.5mg daily. Chestnut C, JBMR 2004; 19:1241  

d.  Meta-analysis trials nonvert fx, IBN high doses vs placebo. Harris ST, CMRO 

2009; 20:291 

e.   Meta-analysis trials nonvert fx, IBN high doses vs 2.5mg daily. Cranney A, 

Osteop Int 2009; 20:291 

 





  Placebo Ibandronate 

  2.5mg daily 

Η Ιβανδπονάηη μειώνει ηα μη-ζπονδςλικά καηάγμαηα 

ζε αζθενείρ ςτηλού κινδύνος 

  Placebo Ibandronate 

  2.5mg daily 
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69% RRR 
 p=0.012 

*Post-hoc subgroup analysis 

BMD = bone mineral density 

Chesnut CH, et al. J Bone Miner Res 2004;19:1241–1249 

BMD ζηον αςσένα μηπιαίος  

T-score <–3.0 ζηην έναπξη* 

20 

15 

10 

5 

0 

ςνολικόρ πληθςζμόρ 

p=NS 



• Cranney et al. 2009 

– Αναζκόπηζη δεδομένυν από οκηώ 

ηςσαιοποιημένερ μελέηερ 

– Ξεσυπιζηά δεδομένα αζθενών από 

ηον πληθςζμό ITT 

– ύγκπιζη ςτηλόηεπυν vs. 

σαμηλόηεπυν δόζευν για ηα καίπια 

μη ζπονδςλικά καηάγμαηα 

 

 

Cranney A, et al. Osteoporos Int 2009;20:291–297 

 

 
Δύο ξεσυπιζηέρ μεηα-αναλύζειρ επιβεβαιώνοςν ηην πποζηαζία από        

ηα μη ζπονδςλικά καηάγμαηα με ηην ιβανδπονάηη 

• Harris et al. 2008 

– Δεδομένα από ηιρ μελέηερ: 
BONE, IV Pivotal Fracture 
Trial, MOBILE και DIVA 

– Ξεσυπιζηά δεδομένα 
αζθενών από ηον πληθςζμό 
ITT 

– ύγκπιζη ςτηλόηεπυν 
δόζευν vs. placebo για ηα μη 
ζπονδςλικά καηάγμαηα  

 

 

Harris ST, et al. Curr Med Res Opin 2008;24:237–245 

 



Μεηα-αναλύζειρ: ύγκπιζη ςτηλόηεπυν  

vs. σαμηλόηεπυν ομάδυν δόζευν 

Higher doses 

Monthly oral† 

150mg 

Quarterly IV 

3mg 

Lower dose 

Daily oral 

2.5mg 

Bimonthly IV 2mg 

NOT LICENSED 

*ACE = annual cumulative exposure = dose  x doses /year x absorption  

 

(e.g. 2.5 x 365 x 0.6% = 5.5mg ACE)                        †Absorption for oral ibandronate =  0.6% 

 

(ACE*  10.8mg) 

(ACE* 5.5mg) 

Cranney 

Placebo 

Placebo 
Harris 



 Daily ibandronate (ACE=5.5mg)               

 High-dose ibandronate (ACE≥10.8mg) 

Time (days) 

E
s
ti
m

a
te

d
 f
ra

c
tu

re
 r

a
te

 (
%

) 

38% relative  

risk reduction 
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Cranney et al.  
Σο σπονικό διάζηημα μέσπι ηην εμθάνιζη μη ζπονδςλικού 

καηάγμαηορ παπαηείνεηαι με ηην ιβανδπονάηη 

ACE 10.8mg vs. low dose 

Adachi JD, et al. ASBMR  Annual Meeting, 16–19 September  2007; Honolulu, HI. Poster M428. 

Cranney A, et. al. Osteoporos Int 2009;20:291–297 

p=0.038 



Placebo 

Harris et al. 
Σο σπονικό διάζηημα μέσπι ηην εμθάνιζη μη ζπονδςλικού 

καηάγμαηορ παπαηείνεηαι με ηην ιβανδπονάηη                           

ACE 10.8mg vs. placebo 

Harris ST, et al. Curr Med Res Opin 2008;24:237–245 
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Ibandronate  high doses (ACE≥10.8mg) 

p=0.025  

34% relative  

risk reduction 



• κοπόρ: ζύγκριζη ποζοζηού 
καηαγμάηων μεηά από 1 έηος 
– ιβανδρονάηη vs. εβδομαδιαίων 

διθωζθονικών (ALN, RIS) 

 

• Πληθςζμόρ: 64.182 γσναίκες 
ζσμμορθούμενες ζηην αγωγή 
ζσμπεριλήθθηζαν ζηην 
πρωηαρτική ανάλσζη 
– Δεδομένα αζθενών από ηα 

ζσζηήμαηα σγείας (i3 Research, i3 
IMPACT) 

Καηάγμαηα 

 ιζσίος 

πονδςλικά 

 καηάγμαηα 
Μη-ζπονδςλικά  

καηάγμαηα 

 

Harris ST, et al. Bone 2009;44:758–765 



H μηνιαία ιβανδπονάηη έδειξε ζςγκπίζιμο πςθμό μη-ζπονδςλικών 
και ιζσιακών καηαγμάηυν και σαμηλόηεπο πςθμό ζπονδςλικών 
καηαγμάηυν vs. ηυν εβδομαδιαίυν διθυζθονικών ζηοςρ 12 μήνερ 

RR=adjusted RR (hazard ratio) using Cox regression controlling for potential confounding variables; population-based cohort study of persistent 

patient cohort with no refill gap >45 days (monthly) or 30 days (weekly); Fx = absolute number of fractures 

Harris ST, et al. Bone 2009;44:758–765 

 Fx=15 

Καηάγμαηα 

Monthly oral ibandronate 

(n=7,345) 
Weekly oral bisphosphonates 

(n=56,837) 

 Fx=103 

  Μη-ζπονδσλικά  Ιζτίο  Σπονδσλικά Οποιαδήποηε 
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RR=0.88 
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p=0.052 



Αποηελέζμαηα Μελέηηρ VIBE ζε αζθενείρ με ΟΣΕΟΠΟΡΩΗ 

Ενόρ Έηοςρ Αναδπομική Μελέηη Παπαηήπηζηρ Καηαγμάηυν  
μηνιαίο BONVIVA ένανηι εβδομαδιαία διθυζθονικά 

 

ηαηιζηικά  

ζημανηικά  

σαμηλόηεπο 

με BONVIVA 

ζςγκπιηικά με 

ηα εβδομαδιαία 

 BPs  
RR=0.40 

P=0.031 

ςγκπίζιμο  
RR=1.35 

p=0.36 

ςγκπίζιμο 
RR=0.93 

p=0.59 

ςγκπίζιμο 
RR=0.86 

p=0.25 Monthly oral ibandronate 

(n=4,876) 

Weekly oral BPs 

(n=36,982) 1.6 
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Years 

150mg monthly (n=349)†  

2.5mg daily (n=350)† 

4.8* 

3.7 

6.4* 

4.8 

MOBILE MOBILE LTE 

MOBILE ITT analysis; *p<0.05 vs. MOBILE baseline; **95% CI; †At 2 years; LTE = long-term extension 

 

Miller PD, et al. J Bone Miner Res 2005;20:1315–1322; Reginster JY, et al. Ann Rheum Dis 2006;65:654–661  

 

Felsenberg D, et al. Osteoporos Int 2009;20(Suppl.1):S15 (Abstract OC32)  
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n=167 

Η μηνιαία ιβανδπονάηη διαηήπηζε ηιρ αςξήζειρ 

ηηρ BMD ζηο ιζσίο καηά ηη διάπκεια 5 εηών 
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Year Year 

Ολικό ιζσίο Αςσέναρ μηπιαίος οζηού 
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150mg monthly (n=346)† 

2.5mg daily (n=349)† 

MOBILE ITT analysis; *p<0.05 vs. MOBILE baseline; **95% CI; †At 2 years; LTE = long-term extension 

 

Miller PD, et al. J Bone Miner Res 2005;20:1315–1322;     Reginster JY, et al. Ann Rheum Dis 2006;65:654–661  

 

Felsenberg D, et al. Osteoporos Int 2009;20(Suppl.1):S15 (Abstract OC32)  
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EFFICACY OF MONTHLY ORAL and QUARTERLY IV 

IBANDRONATE IS MAINTAINED OVER 5 YEARS:  

THE MOBILE and DIVA LTE STUDY 

 

 

MOBILE1 

5 years 

BMD 

increase (%) 

LS (L2-L4) 8.4 

Total Hip 3.5 

FN 3.2 

Trochanter 6.0 

DIVA2 

5 years 

BMD 

increase (%) 

LS (L2-L4) 8.1 

Total Hip 2.8 

FN 3.4 

Trochanter 5.3 

1D.Felsenberg et al. Osteoporo Int (2009) 20 (Suppl. 1): S5-S22 
2G. Bianchi et al. Ann Rheum Dis 2009; 68 (Suppl. 3) : 494 



Corticosteroid Induced Osteoporosis & 

IBN 



 
Presentation: Once Monthly Oral Ibandronate Provides Significant 
Improvement in Lumbar Spine Bone Mineral Density in Postmenopausal 
Women Treated with Glucocorticoids for Inflammatory Rheumatic 
Diseases (ACR/ARHP Annual Scientific Meeting) 
 
 

ONCE study (Osteoporosis preventioN in    

                          glucoCorticoid-treated womeEn) 

 

Leena Paimela, ORTON hospital, Invalid Foundation, Helsinki, Finland, 

 Markku Hakala, Rheumatism Foundation Hospital, Heinola, Finland,  

Tuija Hienonen-Kempas, Roche Finland, Espoo, Finland and ONCE study group  

Arthitis Rheum 2009;60 Suppl 10: 889 DOI:10.1002/art.25969 

mailto:leena.paimela@orton.fi


ONCE study design 

• Randomized, Double-blind, Placebo-controlled, Parallel-group study in 
PMO women in Finland 

 

• n = 140 (aged 50-85 years), ≥1 year since menopause 

 

• Mean LS (L1-L4) BMD T-score ≥ -2.0 

 

• Receiving treatment with 5-15mg/day of prednisolone 

 

• Rheumatoid arthritis (48%), Polymyalgia rheumatica (36%), other 
Inflammatory rheumatic disease (16%) 

 

• All pts received vit. D (800IU/day) and Ca (1000mg/day) 

 

• Primary Endpoint : Relative change (%) from baseline at 12 months in 
mean LS BMD 

 

Arthitis Rheum 2009;60 Suppl 10: 889 DOI:10.1002/art.25969 



ONCE study results 

 

Significant mean change from baseline in mean 

LS BMD 

Placebo IBN 150mg P value 

6 months 0.3 % 2.6 %  

 

12 months -0.2% 3.3 % <0.0001 

Arthitis Rheum 2009;60 Suppl 10: 889 DOI:10.1002/art.25969 



Ανδπική Οζηεοπόπυζη & IBN 



• 1 έηοσς, ελεγτόμενη με placebo, ησταιοποιημένη (2:1), διπλά-ησθλή 
μελέηη 

• n = 132 άνδρες (≥30 εηών) με πρωηοπαθή, ιδιοπαθή ή σπογοναδική 
οζηεοπόρωζη  

 

• Baseline BMD T-score: FN ≤ -2.0 & LS ≤ -1.0 or 

• Baseline BMD T-score: LS ≤ -2.0, FN ≤ -1.0 & ≥ -4.0 at any site 

• Primary Endpoint: mean % change from baseline in LS BMD at 1 
year 

• Secondary Endpoints 

– mean % change from baseline at the FN, Total Hip and 
Trochanter 

– changes in sCTX 
• All men received daily Ca (1000mg) and vit. D (400 IU) 

Bone 46 (2010) 970-976 



Efficacy and Safety of Once-monthly Oral Ibandronate in Men with 

Osteoporosis - STRONG study 

 
ΑΠΟΣΕΛΕΜΑΣΑ 

 

Placebo  

(%) 

IBN 150mg 

(%) 

P value 

LS 0.9 3.5 <0.001 

FN -0.2 1.2 0.012 

TH -0.3 1.8 <0.001 

Trochanter 0.4 2.2 <0.005 

• % decrease in median s-CTX levels: -51.7% (IBN) vs -20.8% (PLA) 

• Well tolerated 

 
Bone 46 (2010) 970-976 


